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DETAILED ACTION 

Claims 1-14 are pending in application 
Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 10-13 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a written description rejection. 

A written description analysis involves three principle factors: 

(1) field of the invention 

(2) breath of the claims, and 

(3) possession of the claimed invention at the time of filing for each claimed 
species/genus based upon the teachings of the specificaiton and the field of the invention. 

The Federal Circuit court stated that written description of an invention "requires a 
precise definition, such as by structure, formula, or chemical name, of the claimed subject matter 
sufficient to distinguish it from other material". University of California v. Eli Lilly and Co., 43 
USPQ2d 1398 (Fed Cir. 1997). The court also stated "Naming a type of material generally 
known to exist, in the absence as to what the material consists of is not a definition of that 
material". IcL Further, the court stated that to adequately describe a claimed genus, adequate 
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must describe a representative number of species of the claimed genus, and that one skilled in the 
art should be able to "visualize or recognize the identity of the members of the genus". Id . 

(A) Provide a brief backdrop of the field of the invention. A reference from the 
BACKGROUND might very well be sufficient. 

(B) Outline the scope and content of the claims briefly 

(C) At the time of filing, from the disclosure, does it appear applicants were indeed in 
possession of the claimed invention? 

The claims are drawn to a method for preventing diseases or other conditions where 

free radicals and/or oxidative stress contribute to the pathogenesis, comprising: administering to 

mammal in need of such treatment an amount of a composition effective for the 

prevention of diseases and condition including Parkinson's Disease, Alzheimer disease, diabetes, 

Lewy body dementia, amyotrophic lateral sclerosis, progressive supranuclear palsy, stroke, 

atherosclerosis, emphysema, stroke, atherosclerosis, emphysema, and a cancer. The examiner 

notes that the knowledge and level of skill in this art would not permit one skilled in this art to 

assert a preventive therapeutic mode of administration and the skilled artisan could not 

immediately envisage the invention claimed. Applicant claims a method for preventing diseases 

or other conditions where free radicals and/or oxidative stress contribute to the pathogenesis, 

comprising: administering to mammal in need of such treatment an amount of a composition 

effective for the prevention of said disease or condition, which is not generally known 

to exist in this art; additionally, the disclosure is silent with regard to that which makes up and 

identifies the claimed method for preventing the said disease, which is seen to be lacking a clear 

description via art recognized procedural and methodological steps. In addition, the prevention 

of such disease which includes Parkinson's Disease, Lewy body dementia, amyotrophic lateral 
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sclerosis, progressive supranuclear palsy, stroke, atherosclerosis, emphysema, stroke, 
atherosclerosis, emphysema, and a cancer does not have a single recognized cause. In fact, the 
aforementioned diseases, are recognized as having many contributing factors, ranging from 
hereditary considerations, to lifestyles choices such as the diet and maintenance of bodily 
healthiness which includes (1) high blood pressure (2) high cholesterol (3) cigarette smoking (4) 
diabetes mellitus and (5) family history of diseases such as cancer, heart disease or stroke. These 
are only a few of the factors that promote these diseases in people. For example, it is not known 
yet exactly what causes Alzheimer's disease. Researchers are learning about what happens to the 
brain as we grow older, what happens to brain cells in Alzheimer's disease, genes associated 
with Alzheimer's, and many other factors that may be important. Most researchers agree that the 
cause may be a complex set of factors. Similarly, the exact cause of parkinson's disease is not 
known. Applicant has not provided a description as how any cause (like the aforementioned) can 
be prevented, much less a description of how the said disease can be prevented. Furthermore, 
Applicant has not provided any clear description via art recognized procedural and 
methodological steps. Moreover, Applicant has not provided an adequate representation of the 
mode of treatment of said diseases to provide a full, clear and precise indication that applicant is 
in possession of the members of the methodological and procedural steps which would enable 
the skilled artisan to practice this invention of prevention of said diseases. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
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such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-9 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pappolla (WO 99/42102) in view of Shapiro (WO 92/14456). 

In claim 1, applicant claims "A composition useful for the treatment of diseases or other 
conditions where free radicals and/or oxidative stress contribute to the pathogenesis comprising 
an effective amount of a mixture of indole-3 -propionic acid and chitosan whereby the mixture is 
prepared by mixing indole-3 -propionic acid and chitosan in water to form a solution and filtering 
and drying the solution." 

Pappolla discloses that the compound, indole-3 -propionic acid can be used to treat 
diseases or other conditions where free radicals and/or oxidative stress play a role, by 
administering an effective amount of an indole-3 -propionic acid or a salt or ester thereof (see 
abstract). Papolla also discloses that the said diseases or condition include Parkinson's Disease, 
Lewy body dementia, amyo lateral sclerosis, progressive supranuclear palsy, stroke, 
atherosclerosis, emphysema and cancer (see claims 17-19, pages 2 land 22). Furthermore, 
Papolla discloses that indole-3 -propionic acid can be used to treat diseases or conditions that also 
include fibrillogenic disease such as Alzheimer's and prion-related encephalopathy (see claims 
9-12, page 21). 

Shapiro discloses that non-absorbable polyamine agents and amine-related agents such as 
chitosan can be used to treat symptoms of disorders relating to neurological disease including 
Alzheimer's and Parkinson's diseases (see abstract). 
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The difference between applicant's claimed composition and the composition disclosed 
by Pappolla is that the applicant also uses chitosan in his composition in addition to the same 
compound (indole-3 -propionic acid) used by Pappolla. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made, in view of Pappolla and Shapiro, to prepare a composition comprising a 
combination of indole-3 -propionic acid and chitosan to treat diseases or other conditions where 
free radicals and/or oxidative stress play a role such as the neurological diseases, Alzheimer's 
and Parkinson's diseases, since the combination of compounds that are used to treat the same 
diseases or condition is well known in the art. More specifically, it is obvious to combine 
individual compositions taught to have the same utility to form a new composition for the very 
same purpose. In re Kerkhoven, 626 R2d 846, 205 U.S.P.Q. 1069 (C.C.P.A. 1980). 

One having ordinary skill in the art would have been motivated in view of Pappolla and 
Shapiro, to prepare a composition comprising a combination of indole-3 -propionic acid and 
chitosan, to treat diseases or other conditions where free radicals and/or oxidative stress play a 
role such as the neurological diseases, Alzheimer's and Parkinson's diseases, because a skilled 
artisan would reasonably be expected to prepare a composition comprising a combination of the 
compounds taught by Pappolla and Shiparo, to treat said diseases or conditions based on type 
and/or severity of the disease or condition. 

In claim 2, applicant claims "A method for treating diseases or other conditions where 
free radicals and/or oxidative stress contribute to the pathogenesis, comprising: administering to 
a mammal in need of such treatment an amount of a composition of claim 1 effective for the 
treatment of said disease or condition. Claims 3-5 are drawn to a method of claim 2 wherein the 
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administration include systemic, oral, topical and inhalation and the diseases includes 
Parkinson's disease and Alzheimer's. Claim 14 is drawn to a method of claim 2, wherein the 
disease or condition is aging of the skin. 

Pappolla discloses a method of treating diseases or other conditions where free radicals 
and/or oxidative stress play a role, by administering an effective amount of an indole-3-propionic 
acid or a salt or ester thereof to a human subject (see abstract). Papolla's method of treatment 
include the diseases or condition include Parkinson's Disease, Lewy body dementia, amyo lateral 
sclerosis, progressive supranuclear palsy, stroke, atherosclerosis, emphysema and cancer (see 
claims 17-19, pages 2 land 22). Furthermore, Papolla discloses that indole-3 -propionic acid can 
be used to treat diseases or conditions that also include fibrillogenic disease such as Alzheimer's 
and prion-related encephalopathy (see claims 9-12, page 21). 

Shapiro discloses that non-absorbable polyamine agents and amine-related agents such as 
chitosan can be used to treat symptoms of disorders relating to neurological disease including 
Alzheimer's and Parkinson's diseases (see abstract). 

The difference between applicant's claimed method and the method disclosed by 
Pappolla is that the applicant also uses chitosan in his composition in addition to the same 
compound (indole-3 -propionic acid) used by Pappolla. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made, in view of Pappolla and Shapiro, to use the method of Pappolla to treat 
diseases or other conditions where free radicals and/or oxidative stress play a role such as the 
neurological diseases, Alzheimer's and Parkinson's diseases with a composition comprising a 
combination of indole-3 -propionic acid and chitosan, since the combination of compounds that 
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are used to treat the same diseases or condition is well known in the art. More specifically, it is 
obvious to combine individual compositions taught to have the same utility to form a new 
composition for the very same purpose. In re Kerkhoven, 626 F.2d 846, 205 U.S.P.Q. 1069 
(C.C.P.A. 1980). 

One having ordinary skill in the art would have been motivated in view of Pappolla and 
Shapiro, to use the method of Pappolla to treat diseases or other conditions where free radicals 
and/or oxidative stress play a role such as the neurological diseases, Alzheimer's and Parkinson's 
diseases with a composition comprising a combination of indole-3 -propionic acid and chitosan, 
because a skilled artisan would reasonably be expected to prepare a composition comprising a 
combination of the compounds taught by Pappolla and Shiparo, to treat said diseases or 
conditions based on type and/or severity of the disease or condition . It should be noted that skin 
aging which include wrinkles of the skin; dry skin and discolorations, with loss of elasticity and 
flexibility is also be associated with diseases such as atherosclerosis, cancer, diabetes, stroke and 
asthma, and consequently such a treatment of these diseases as claimed by applicant also 
encompasses a treatment of aging skin. 

In claim 6, applicant claims "A method of treating a fibrillogenic disease in a mammal 
comprising: administering an amount of a composition of claim 1 effective to prevent or reverse 
fibrillogenesis in a mammal." Claim 7, is drawn to the method of claim 6, wherein the 
fibrillogenic disease is a prion-related encephalopathy. 

Pappolla discloses a method of treating diseases or other conditions where free radicals 
and/or oxidative stress play a role, by administering an effective amount of an indole-3-propionic 
acid or a salt or ester thereof to a human subject (see abstract). Papolla's method of treatment 
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include the diseases or condition include Parkinson's Disease, Lewy body dementia, amyo lateral 
sclerosis, progressive supranuclear palsy, stroke, atherosclerosis, emphysema and cancer (see 
claims 17-19, pages 2 land 22). Furthermore, Papolla discloses that indole-3 -propionic acid can 
be used to treat diseases or conditions that also include fibrillogenic disease such as Alzheimer's 
and prion-related encephalopathy (see claims 9-12, page 21). Pappolla also disclose that 
treatment with indole-3 -propionic acid is effective in preventing or reversing fibrillogenesis in a 
human (see abstract). 

Shapiro discloses that non-absorbable polyamine agents and amine-related agents such as 
chitosan can be used to treat symptoms of disorders relating to neurological disease including the 
fibrillogenic disease, Alzheimer's (see abstract). 

The difference between applicant's claimed method and the method disclosed by 
Pappolla is that the applicant also uses chitosan in his composition in addition to the same 
compound (indole-3-propionic acid) used by Pappolla. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made, in view of Pappolla and Shapiro, to use the method of Pappolla to treat 
diseases or conditions that also include fibrillogenic disease such as Alzheimer's and prion- 
related encephalopathy with a composition comprising a combination of indole-3 -propionic acid 
and chitosan, since the combination of compounds that are used to treat the same diseases or 
condition is well known in the art. More specifically, it is obvious to combine individual 
compositions taught to have the same utility to form a new composition for the very same 
purpose. In re Kerkhoven, 626 F.2d 846, 205 U.S.P.Q. 1069 (C.C.P.A. 1980). 
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One having ordinary skill in the art would have been motivated in view of Pappolla and 
Shapiro, to use the method of Pappolla to treat diseases or conditions that also include 
fibrillogenic disease such as Alzheimer's and prion-related encephalopathy with a composition 
comprising a combination of indole-3-propionic acid and chitosan, because a skilled artisan 
would reasonably be expected to prepare a composition comprising a combination of the 
compounds taught by Pappolla and Shapiro, to treat said diseases or conditions based on type 
and/or severity of the disease or condition. 

In claim 8, applicant claims "A method of decreasing oxidation in a biological sample 
comprising: contacting the biological sample with an effective amount of the composition of 
claim 1 . Claim 9 is drawn to the method according to claim 8, wherein the biological sample is a 
cell. 

Pappolla discloses a method of decreasing oxidation in a biological sample comprising: 
contacting the biological sample, which also includes a cell, with an effective amount of an 
indole-3-propionic acid or a salt or ester thereof (see claims 13 and 14). Pappolla also discloses 
that indole-3-propionic acid prevents the cytotoxic effects of amyloid beta protein on cells (see 
abstract). Furthermore, Pappolla discloses that cytotoxic effects of the said amyloid beta protein 
occurs in neuronal cells of human subjects afflicted with fibrillogenic diseases, such as 
Alzheimer's disease (see page 9, lines 29-33). This suggests that decreasing the oxidation in 
biological cells of human subjects afflicted with fibrillogenic diseases, such as Alzheimer's 
disease contributes to the treatment of fibrillogenic diseases, such as Alzheimer's disease. 
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Shapiro discloses that non-absorbable polyamine agents and amine-related agents such as 
chitosan can be used to treat symptoms of disorders relating to neurological disease including the 
fibrillogenic disease, Alzheimer's (see abstract). 

The difference between applicant's claimed method and the method disclosed by 
Pappolla is that the applicant also uses chitosan in his composition in addition to the same 
compound (indole-3 -propionic acid) used by Pappolla, 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made, in view of Pappolla and Shapiro, to use the method of Pappolla to treat 
contacting the biological sample, such as a cell, with a composition comprising a combination of 
indole-3-propionic acid and chitosan, since the combination of compounds that are used to treat 
the same diseases or condition is well known in the art. More specifically, it is obvious to 
combine individual compositions taught to have the same utility to form a new composition for 
the very same purpose. In re Kerkhoven, 626 F.2d 846, 205 U.S.P.Q. 1069 (C.C.P.A. 1980). 

One having ordinary skill in the art would have been motivated in view of Pappolla and 
Shapiro, to use the method of Pappolla to treat contacting the biological sample, such as a cell, 
with a composition comprising a combination of indole-3 -propionic acid and chitosan, because a 
skilled artisan would reasonably be expected to prepare a composition comprising a combination 
of the compounds taught by Pappolla and Shapiro, to treat said diseases or conditions based on 
type and/or severity of the disease or condition. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 



Application/Control Number: 10/631,122 



Page 12 



Art Unit: 1623 

The examiner can normally be reached on 8:30 am to 5:00 pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, James O. Wilson can be 
reached on 571-272-0661 . The fax phone number for the organization where this application or 
proceeding is assigned is 703 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703 308-1235. 



MCH 



September 24, 2004. 




